Clinical Trials.gov

ClinicalTrials.gov -IZF* aﬂ

A service of the Mational Institutes of Health N - g
Developed by the National Library of Medicine Linking patients to medical research

About ClinicalTrials.gov

e Clinical Trias = research studies in which new treatments are tested in patients to seeif they
are safe and effective.

» Provides easy access to information on clinical trials for awide range of serious or life-
threatening diseases and conditions.

» Language used in the text is intended to be suitable for the general public.

» Developed by the U.S. National Institutes of Health (NIH), through its National Library of
Medicine (NLM), in collaboration with NIH Institutes and the Food and Drug Administration
(FDA).

» Containsover 7,000 clinical studies sponsored by NIH, other Federal agencies and the
pharmaceutical industry.

* Avallableat clinicaltrials.gov

o Alternatively click on the Clinical Trials.gov image on NLM’ s home page.

ClinicalTrials.gov
provides information

tor patients about
climeal research studies
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ClinicalTrials.gov %a _?ﬂ

A service of the Mational Institutes of Health

Developed by the National Library of Medicine Linking patients to medical research

Home | Search |  Browse | Eesoutces | Help | What's M ew |  Abowt

Menu bar

. Appears directly below the logo on all pages.

Facilitates navigation.

Click on Home to return to the home page of Clinical Trials.gov.

Sear ch returnsto a cleared out search query box.

Use Browse to reach the Browse option page (discussed later in this workbook).

Use Resour ces to learn more about clinical trials. This page aso provides links to other
consumer health-oriented resources.

. Click on Help to get detailed search information.

. Click on What's New to see avariety of information: the FDA guidance document,
Frequently Asked Questions, linking information, and other timely information.

. Click on About to read an overview of Clinical Trials.gov.

The Footnote

1.5, Hational Library of Iiedicine, Contact MLI Custormer Serdce
Hational Institutes of Health, Departrment of Health & Hurran Services
Copyright and Privacy Policy, Freedom of Inforration Act, Accessihility

» Click on National Library of Medicineto reach NLM's home page.

* Click Contact NLM Customer Service to send a customer service inquiry.

» Click National Institutes of Health (NIH) to reach NIH's home page.

» Click Department of Health & Human Services (DHHS) to reach its home page.

» Click Freedom of Information Act (FOIA) to reach the NIH FOIA Office home page.
» Click on Copyright and Privacy Policy to NLM's copyright and privacy policy page.
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Finding Clinical Trials in ClinicalTrials.gov

There are three ways to look for clinical trial records:

» UseBasic Search to find information broadly.
» UseFocused Search to find studies meeting specific criteria.
* UseBrowseto find studies sorted by condition or by sponsor.

Basic Search

Focused
Search

Browse

Search Clinical Trials

Enter words or phrases, separated by commas:

| Search | Tips

Search by Specific Information

Focused Search - search by disease, location, treatment, sponsor.

Browse
Browse by Condition - studies listed by disease or condition
EBrowse by Sponsor - studies histed by finding organization
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Basic Search screen:
. Type your search term(s) in to the query box.

ClinicalTrials.gov 'f;

A service of the Maticnal Institutes of Health AT " , i
Developed by the National Library of Medicine Linking patients to medical research

Home | Search | Browse | Fesources | Help | What's Mew | About

The 5. Mational Institutes of Health, through its Mational Library of bedicine, has developed
ClinicalTrials gov to provide patients, family members and members of the public current infarmation about
clinical research studies. Before searching, you may want to learn more about clinical trials and more about
thi= Web site. Check often for regular updates to ClinicalTrals. gov.

Search Clinical Trials
Enter words or phrases, separated by commas:

||:|:|I|:|n cancel Tips

Search by Specific Information
Focused Search - search by disease, location, treatment, sponsar. .

Browse
Browse by Condition - studies listed by disease or condition
Browse by Sponsar - studies listed by funding arganization

Resource Information
Understanding Clinical Trials - information explaining and describing clinical trials
What's Mew - studies in the news
MEDLIMEpIus - authaoritative consumer health infarmation
MIH Health Information - research supported by the Mational Institutes of Health

Spell Check

. Some misspelled words can be recognized, and suggestions provided:

Search Clinical Trials

Enter words or phrases, separated by commas:

|kn:u|n:|n cancer Search Tins

kolon was not found. Select an alternative below or change your query.
calan kaln kalin colany karon khoon
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Working with Results

. Y ou can see how your search was handled by clicking on the Query Details button.

ClinicalTrials.gov

A service of the National Institutes of Health

Linking patients to medical research

Developed by the National Library of Medicine

Home | Search | Browse | Resources | Help | What's Mew | About
Search results for cofon cancer {ALI -FIF[ D5] are shown below.
I” Show all trials, including those no longer recruiting & marchwithin Besults Query Details

patients.

Y ou are then taken to the Query Details screen:

Query Details

Modify Your Search

colon cancer [ALL-FIELDS]

Search |

Possibly Relevant MEDLINEplus Topics
Cancer (General
Cancer-Living with Cancer

Colorectal Cancer

Individual Terms Count

"colon cancet”

Also searched:
cancer, colon
cancer ofthe colan 11
cancer of cola
malignant calanic tumaor
malignant turmor of cola
malignant neoplasm of cola

"cancer”

Also searched:
neoplasms
U7 2770
malignant
malignancies
nesty griowth
neoplastic growth

"colon”
Also searched: 131
kola
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Results (cont'd)
. The results of your search will be displayed in abrief list format in aranked order based
on your search criteria.

. The current status of the trial (e.g., recruiting), title, and conditions being studied (e.g.,
rheumatoid arthritis; diabetes; breast cancer) are shown for each clinical trial.

. The display default isfor “recruiting” and “not yet recruiting” trials. To seeall trials
(including trials no longer recruiting), click on the box next to “Show all trials...”

. If you want to see the details of atria usethetitle link.

. If you want to see the details of multipletrials, you can select the ones you like

(checkbox) and then use the Display Selected Studies button.

Search results for cofon cancer fALL -FIEL 5] are shown below.

™ Show all trials, including those no longer recruiting patients. Search-\wWithin-Fesults Cuery Details

110 studies were found. Here are studies 1 to 50, Mext 50 |

1. [T Reeruiting !Mmunotherapy After Surgery in Treating Patients With Breast Cancer, Calon Cancer, ar
hMelanoma
Conditions: stage || melanoma; recurrent colon cancer; stage I hreast cancer; stage |
colon cancer; recurrent melanoma; stage |l colon cancer; stage | melanoma; ..

2. [T Recruiting LaRaroscopic-Assisted Surgery Campared With Open Surgery in Treating Patients Yith
Colon Sancer
Conditions: stage [l colon cancer; stage | colon cancer; adenocarcinoma of the colon;
stage ||l colon cancer

3. [T Recruiting C2mbination Chematherapy in Treating Patients With Calan Cancer
Conditions: stage Il colon cancer; stage Il colon cancer;, adenocarcinoma ofthe calon

4. [T Recruiting Z&netic Study in Patients With Stage |l or Stage Il Colon Cancer
Conditions: stage [l colon cancer; stage | colon cancer; adenocarcinoma ofthe colan

5 ¥ Recruiting Comhbination Chemotherapy With orWithout Irinotecan in Treating Patients With Stage 1l
Zolon Sancer
Conditions: stage [l colon cancer; adenocarcinoma of the colon

6. [ Recruiting SEnetic Trial to Study Diarrhea in Patients With Stage [Il Colon Canceriho Are Receiving

Chermotherapy
Conditions: stage Il colon cancer; diarrhea; neutropenia; adenocarcinoma of the colon

7. [ Hotyet Maonoclonal Antibody Therapy in Treating Patients Vith Lympharma, Calan Cancer, ar
recruiting Prostate Cancer That Has Mot Responded to Vaccine Therapy
Conditions: recurrent colon cancer; recurrent grade [ follicular large cell mphoma;
recurrent mantle cell wmphaoma; .

g W Recruiting Curcl_!r_nln far the Prpventmn of Calan Cancer
Conditions: prevention of colorectal cancer; colon cancer

g, [T Recruiting ¥2ccine Therapy in Treating Patients With Colorectal Cancer Metastatic ta the Liver
Caonditions: recurrent colon cancer; liver metastases; stage IV rectal cancer; recurrent rectal
cancer; stage IV colon cancer

0. [ Recruiting Eratinib and Cambination Chemotherapy in Treating Patients With Metastatic Calarectal
Cancer

Caonditions: recurrent colon cancer; stage IV rectal cancer; recurrent rectal cancer; stage IV
calah cancer

Dizplay Selected Studies

M ext &0 |
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Trial Details

Thetria details include:

» Brief Title « Officia Title

» Name of Sponsoring institute » Detalled Description

* Purpose » Eligibility information

» Name of Disease or Condition » Datesof the study

* Name of the Treatment or » Location and Contact Information
Intervention

* Phase » More Information supplied by

sponsoring organization

e Linksto MEDLINEplus topics References

* Study Type and Design

Curcumin for the Prevention of Colon Cancer
This study is currenthy recruiting patients.
Sponsored by

Mational Cancer Institute (KCH
University of Michigan Comprehensive Cancer Center

Purpose

RATIOMALE: Chemoprevention therapy is the use of certain drugs to try to prevent the development of cancer.
Curcumin may be effective in preventing the development of colon cancer.

PLRPOSE: Phase | rial o determine the dose amount of curcumin that can be tolerated to help in preventing
colon cancerin healthy men and women.

Condition Treatment or Intervention Phase
prevention of colorectal cancer Drug: chemoprevention of cancer Phaze |
colan cancer Procedure: cancer prevention intervention

Dirud: curcumin

MEDLIMERIUS related topics: Colorectal Cancer

Study Type: Prevention

Cfficial Title: Phase | Study of Curcumin far the Chemoprevention of Calon Cancer

Record continues on the next page.
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Further Study Details:

OBJECTIVES: I Determine the maximum tolerated dose (MTD of curcumin as a chemopreventive agent of
colon cancer in healthy subjects.

II. Determine iftolerahle doses ofthis agent in uniformly milled formuolation capsules are bioavailable in these
subjects.

[ll. Determine the pharmacokinetics ofthis agent and two metabolites atthe MTD and next lower escalated
dose in these subjects.

FROTOCOL QUTLIME: This is a dose escalation study followed by a pharmacaokinetic study.
Fatients receive a single oral dose of curcumin followed by a standard fatty meal.

Coharts of 3-6 patients receive escalating doses of curcumin until the maximom tolerated dose (MTD) is
determined. The MTD is defined as the dose atwhich 2 of 6 patients experience dose limiting toxicities. Once
the MTD is determined, additional patients are accrued to receive curcumin in the pharmacokinetic phase of
the study.

Fatients are followed at 24, 36, 48, and 72 hours.

FROJECTED ACCRUAL: Atotal of 3-24 patients will be accrued for the dose escalation phase and then 12
additional patients will be accrued far the pharmacokinetic phase ofthis study within 3 manths.

Eligibility
Ages Eligible far Study: 18 Years and above
Criteria
PROTOCOL ENTRY CRITERIA
--Dizease Characteristics--
Healthy men and warmen age 18 and owver
--PrioriConcurrent Therapy--
Binlagic therapy: Mot specified
Chemaotherapy: Mot specified

Endocrine therapy: At least 14 days since priaor steroids

Thisisapartia screen capture of the Eligibility criteria.
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Detailed Display (cont’d)

Location and Contact Information
Michigan

LIniversity of Michigan Comprehensive Cancer Center, Ann Arbor, Michigan, 48109-0752, United
States; Recruiting

Dean E. Brenner T34-647-1417
Study chairs ar principal investigators

Dean E. Brenner, Study Chair
LIniversity of Michigan Comprehensive Cancer Center

More Information

Maore information is available for this study.

Study ID Mumbers 19915122, CCUM-9941; MNCI-PO0-0144; UMM-9941
Date study started December 5, 2001

Last Updated January 1, 2002

FHLM [dentifier NCTODD27495

ClinicalTrials .gov processed this record on 2003-01-13

Search within Results

. Useto narrow your initial search results.
. Click on the Search-Within-Results button.
Search results for cofon cancer [ALL -FIEEDST are shown below.
Click
™ Show all trials, including those no longer recruiting patients. Searchwithin-Fezults Guemn Details VS\(Z?L?E
Results
button.
110 studies were found. Here are studies 1 to 50,  Next 50 | wron
- Enter term(s) and select afield from the pull-down menu:
ALL-FIELDS: fieldsthroughout the clinical trial record
CONDITION: fields describing the diseases or conditions being studied
TREATMENT: fieldslisting the drugs or interventions being studied
LOCATION: fieldswith address information for participating facilities
Search Within Results
You may search within results of previous search: Typein term;
colon cancer [ALL-FIELDS] then Select a
field fromthe
Search-Within-Resuts | for [lencavarin in|ALL-FIELDS =] Tips pull-down
_ menu.Click on
ALL-FIELDS Search.
COMDITION Withi
e ; d ithin-
U5 pational Library of Medicing AR A= g = rid Results button.
National Institutes of Health, Depa LD SA TION
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Focused Search
. On the Home or Search screen, use the link: Focused Sear ch

. This option lets you conduct a more structured search.
. It is not necessary to fill in al the boxes.
. The labelsto the left of each box are links to further explanation.

Focused Search

Use this form to focus your search. Fill in any or all of the boxes below.
Click on the label to the left of each box for further explanation.

Search Tins

Disease or Condition: |a5thma

Experimental Treatment: |

Trial Location: ||:|:|I|:|rad|:||

Additional Terms: |
Age Group: I Child (birth-17) ™ Adult (18-65) I Senior (BE+)
Study Phase: [~ Phasel [ Phasell I Phasell I Phase IV

™ MIH I™ Other Federal Agency
[T Industry T University/Organization

Study 1D Murmber: |

[T Exclude synonyms fram search

Search |

Basic Search
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Browse

Browsing alows you to ook through the entire list of trials by two categories:

. Condition

. Sponsor

Browse Clinical Trials

™ Show all irials, including these no longer recruiting patients.

Browse by Condition
Alphabetically
By Disease Heading

Browse b oHS0r
Hational Institutes of Health
Diher Federal A sency
Industry

Thiversity/ O ganization
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Practice Exercises

1. Arethereany trials studying acupuncture?

2. Find Phase Il clinical trials for bladder cancer for an adult patient living in Texas. (Hint:
Use Focused Search).

3. Using the Browse by Condition mode, retrieve the clinical trials studying Abdominal
Neoplasms.
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Suggested Answers

1. Arethere any trials studying acupuncture?

search Chnical Trials

Enter words or phrases, separated by comunas:
lan::upunu::ture search

Tips

2. Find Phase Il1 clinical trials for bladder cancer for an adult patient living in Texas.

(Hint: Use Focused Search).

Focused Search

Use this form to focus your search. Fill in any or all of the boxes below.
Click on the lahel to the left of each box for further explanation.

=earch Tips
Enter disease. Disease or Condition: Ibladdercancer
Experimental Treatment: |
Enter location. Trial Location: |texa5

Additional Terms: |

Checkage group. Age Group: ™ Child (birth-17) @ Adult (18-65) [~ Senior (564
Check ph f stud
e Study Phase: [ Phase| [ Phasell W Phasell I Phase Iv

Suppoted By:

™ MIH ™ Other Federal Agency
[T Industry [ University/Crganization

Study 1D Murmbet: |

Click on Search. Search |

Basic Search

[T Exclude synonyms fram search
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3. Using the Browse by Condition mode, retrieve the clinical trias studying Abdominal
Neoplasms.

Y ou can select the Browse mode from the Home page:

Browse
EBrowse by Condition - studies listed by disease or condition
EBrowse by Sponsor - studies listed by funding organization

OR

Y ou can click on Browse from the Menu Bar:

Home | oeach | Bows | Resowess | Hep | WhatsNew | Abod

Y ou can then choose either route offered: Alphabetically or by Disease Heading:

Browse : By Condition
™ Show all irials, including those no longer recruiting patients.

1. Alphabetically
2. By Disease Heading
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